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Enoxaparin sodium 40 mg /0.4mlinjection
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3.1, Specification of finished prqd_;jét: Enoxaparin sodium injection USP 41, BP 2013

. . Specifications
18 Test iterrs™
USP 41 BP 2013
1 | Identification Complied with specification Complied with specification
2 | Clarity and Color of solution Complied with specification Complied with specification
3 | Light absorption ; 14.0 - 20.0 at 251 nm
4 | Anti-Factor Xa Activity 90.0 - 110.0% 90.0 ~ 110.0%
5 | Anti-Factor Xa to Anti-Factor lla Ratio 33 .53 33-53
6" -.‘A.ntf—Faﬁtor lla Activity 20,0 - 35.0 % -
7 | Sodium content - 11.3-135%
8 | pH 55-75 55-15
t_9 Benzyt alcohol content (if present) 1.35 %- 1.65 % -
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10 | Bacterial endotoxin Less than 0.01 EU/unit Less than 0.01 1W/U

i1 | Free Sulfate Content NMT 0.12% (w/w) -

12 | Sterility test Sterile Sterile

13 | Particulate matter Comptlied with specification Comptlied with specification
14 | Volume in container Complied with specification

Complied with specification

3.2. Specification of active pharmaceutical ingredient (AP):Enoxaparin sodium USP4__1,BP‘?;O.TiB,Ph.Eur.B.O

Speciﬂcatiqns £

0 " Test items .
Usp 41 = BP2013/ Ph.Eur.8.0

1 | identification Complied with specification ok, .éo.mp{ied with specification
2 | Specific absorbance 16.0 - 200 at 231 £ 2 o 14.0 - 20.0 at 231 nm
3 | Anti-Factor Xa Activity 90.0 - 125.6% 90.0 - 125.0%

4 | Anti-Factor Xa to Anti-Factor lia Ratio 3.3 —._5_5_3' 33-53

5 | Anti-Factor Hta Activity 20.0 —35.0 iU/mg 200 - 350 IU/mg

6 | Molar Ratio of Sulfate to Carboxylate CNLT 1.8 -

7 | Sodium content 11.32-13.5% 113-135%

8 | Benzyl Alcohol Content NMT 0.1% NMT 0.1%

9 | Nitrogen determination 1.8 - 2.5% (on the dried basis) -

10 | Heavy metals - -

1t | pH 6.2-77 6.2~7.7

12 | Loss on drying NMT 10.0% (at 70° for 6 hr) -

13 | Bacterial endotoxin N Less than 0.01 EU/unit .

B NMT E01791n Not more than
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